From: Nauyen, Khue

To: Han. Kaythi

Cc: Anderson, Neil; Overbey, Dian

Subject: FW: POEA (glyphosate surfactant)
Date: Wednesday, April 27, 2016 10:53:00 AM
Attachments: POEA summary.docx

Kaythi,

I am forwarding info on how POEA was assessed in RD, from PV Shah’s branch. This will be very
helpful in addressing future inquiries on POEA. There is also a link to the human health risk
assessment for POEA which HED did for the inerts branch.

Thanks,

Khue Nguyen

Chemical Review Manager

Risk Management and Implementation Branch 1
Pesticide Re-evaluation Division

Office of Pesticide Programs, EPA

703-347-0248

Nguyen.khue@epa.gov

From: Perron, Monique

Sent: Wednesday, April 27, 2016 10:04 AM

To: Nguyen, Khue <Nguyen.Khue@epa.gov>

Cc: Moriarty, Thomas <Moriarty.Thomas@epa.gov>
Subject: FW: POEA

Hi Khue,

Here is what RD (Kerry Leifer and PV) provided regarding assessment of inerts and some specific info
for POEA. Hope this helps!

-Monique

From: Leifer, Kerry

Sent: Wednesday, April 27, 2016 10:01 AM

To: Perron, Monique <Perron.Monique@epa.gov>
Cc: Shah, Pv <Shah.Pv@epa.gov>

Subject: POEA

Monique,
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For all inert ingredients included in pesticide formulations applied to food crops, the Agency establishes limits on the amount of the inert ingredient that may remain in or on foods marketed in the USA.  These limits are known as tolerances, and under EPA’s authority under the Federal Food, Drug and Cosmetic Act, a tolerance or an exemption from the requirement of a tolerance is required for any residue of pesticide chemicals (including inert ingredient) in food.  

In setting the tolerance/tolerance exemption, we must make a safety finding that the inert ingredient pesticide can be used with "reasonable certainty of no harm." To make this finding, we consider:

The toxicity of the inert ingredient as well as how much of the inert ingredient in pesticides is applied and how often.

How much of the inert ingredient (i.e., the residue) remains in or on food by the time it is marketed and prepared.

All possible routes of exposure to that inert ingredient (residues on each crop use, as well as exposure from drinking water and residential exposure as well as nonpesticidal residential exposures).

We perform dietary risk assessments to ensure that all tolerances/tolerance exemptions  established for each inert ingredient are safe. We then combine information about inert ingredient xposure (from food, drinking water and residential uses) to infants, children and other subgroups with information about toxicity to determine potential risks posed by the inert ingredients. If risks are unacceptable, we won't approve the tolerance/tolerance exemption. 

In the case of polyethoxylated tallow amine (POEA), the chemical (identified as CAS Reg. No. 61791-26-2was included among a group of alkyl amine polyalkoxylates that underwent tolerance reassessment.  The human health risk assessment can be found at https://www.regulations.gov/#!documentDetail;D=EPA-HQ-OPP-2008-0738-0005
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| attempted to craft up some general language about the food use inert ingredient assessment
process and also linked the specific document that assessed POEA. Please see the attached and let
me know if this is along the lines of what you were looking for.

Kerry

Kerry Leifer, Team Leader

Chemistry, Inerts and Toxicology Assessment Branch
Registration Division (7505P)

Office of Pesticide Programs

U.S. Environmental Protection Agency

1200 Pennsylvania Ave. NW

Washington, DC 20460

tel: (703) 308-8811

fax: (703) 605-0781

e-mail: leifer.kerry@epa.gov
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